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Type of Information that 
would be useful to IRBs 

A The sponsor% current thlnklng as to 
what action should be taken in response 
to this unexpacted event 

A Should the protocol ba changed? 
A Should the Informed consent fobnn 
be changed? 

1 should the study be stopped? 
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Type of Information that 
would be useful to IRBs I 

d The sponsor shall notify FDA and all 
partlclpatlng Investigators In a Written 
IND safety report 

A Any experience thet Is both serious 
and unexpected 

21 CFR 21222(a)(l~l~A) 

. . . and shall analyxe the slgnlfkiance of 
the adverse experience . . . 

21 CFR S1222(t)(i)(ll) 

Authority of the IRB 

IRB authority Is limited 

I Suspend or terminate study approval 
A Change consent form* 
AChangepmtocol* 

*Creates lnconslstencles for muttlslte 
studies 

Type of Information that 
would be useful to IRBs 

d A copy of the sponsor’s review and 
eveluatlon that must be submitted to 
FDA: 

1 The sponsor shall promptly review 
all lnWmatlon relevant to tha safety ot 
hdw . ..fromallysource 

21 CFR 21252(b) 

Type of Information that 
would be useful to IRBs 

A A copy ot the sponsor’s review and 
evaluation that must be submltted to 
FDA: 

i A sponsor shall lmmsdlately 
evaluate any UADE 

21 CFR 2l24qbxl) 

. . . shall report the results of such 
evaluatlon to FDA and to all mvlewlng 
IRBs and paHlclpatlng lnvestlgators 
wlthln 10 worklng days 

M CFR OlZlso(b)(l) 
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Type of Information that is 
not useful to IRBs 

1 Any unantlclpated problem 
21 CFR 66.108(b)(l) 
21 CFR 66312dd 

1 The term %erlous and unexpected” clearly 
detlnes and llmlts lnctdents that should be 
reported 
1 The term “any unantkipated problem” is 
opensnded and subject to interpmtatlon that 
It is unllmlted - that any event, no matter how 
trivial, must be reported to the IRB 

Authority of the IRB 

IRB authorlty Is Ilmlted 

k Suspend or termlnate study approval 
1 Change consent form 
A Change protocol 
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